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Mr. Shaily Grover
Id

Director
Paramount Surgimed Ltd-

. .

Plot No. 1, L.S.C.
Okhla Main Road, Okhla Phase-11 .

New Delhi-110 020, India ‘
●

Dear Mr. Grover:
..:.
..

Duzing an inspection of your fiqm located :

India on October 31 through Novetier 1, 201J
dete~i~ed that your firm ‘anufac&n~e~uLJ_=L
non-sterile disposable scalpels~ .
These are devices as defined by section

201

Food, ~llllg, and Cosmetic Act (the Act) .

in Bhiwadi RaPSthan~
“O, our investigator

sterile surgical blades
--–-+,erile stitch cutter

.(h) of the Federal

The above-stated inspect.i.on revealed that these
devices are

adulterated within the meaning
of section 501(h) of the Act, ins.-

that th~ methods used in, or the fac+tles O:
controls used for

or ~nstallat+on are not in .
manufacturing~ packing~ ‘torage’
conformance with the Good Manufactu~i~9 P~act+ce (GMP) for
Medical Devices Regulation, as speclfzed +n

T~tle 21, Code of.

Federal Regulations (CFR), Pazt 820, as l~sted below.
Your

responser dated Decder 6, 2000, to the investigator’s findings

was also reviewed- Comments on your responses to the

deficiencies addressed follow each observation-

1. Failure to develop,. conduct,
control, and monitor production.

processes to ensure .that a device confo:ms to Lts
specifications, and to establish and ma~ntaln process
cantrol procedures that describe any p~ocess controls
necesSary to ensure conformance to specifications, whexe

deviations could occur as a result of the manufacturing

as required by 21 CFR 820.70(a) -
For exam~le~ ----

process,
the heat treatment process F

for surgical blade I
~manufactuxin Ots of&WL.d’

failed to o er e ~~thin.--@R _
j.ed lirnit=-~— %
blades were produced between pPril 5t and . . ,

October 29, 2000, at higher temperatures than spec+fz:d m
the device master record for hardening the metal wlth~n the

heat treatment chatier-
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validation of the process?
that assures the pxoblem will not

recur:

Failure to establish and maintain acceptance procedures,
where approP~iate~. to ensure” that speclf~ed requirements for

in–process product are met,
ensuring that in-process product

is controlled until the required inspection and tests or

other verification activities have been completed orand are documented, as
necessary approvals are ‘eceive~~= example, the surgical
required by 21,<CFR 82Q-;$.o(c)-
blades did nok’meet the ’required specification for hardness.4

%%z::o;3~&g ;;;E!E;:a$de&

::%%; t&23”t’ “z- ‘—””
blades

‘—–1 ~ere ~el@a~ed without meeting the har ness

specifications ,following the in-process testing..
re~uirements-. ~.. ‘; ~’f’:;;(.’ ‘.. . .....

1

A=w’

ind
is.
det+---------- -

.....

Failure to, whe’~e ‘the results of’”:a p)33CeSS
cannot be f~~lY

verified by subse~ent Inspection
and test, validate the

process with a .ti’igh degFee of assurance” and,approved ,
according to established procedures includzng documenting
the validation with ’the date and signature of theas requzred by,
individual(s) approving- the valldatxonr
21 CFR 820.75. For example~ the heat treatment operatzon
has not been validated- ‘ :“....-.:,. . .

Failure to establish and maint~ih procedures for monitoring. to
and control of “process @rameters’for val~dated processes
ensure that the specified requirements cont~nue to be met,
~~ required ~y21.CF~- 820c75(b)- ~~~rt~a~~~~’t~~~tment
procedures and work instructions
operation da ndt specify when the’ furnace temperatu~e is to
be monitored ar’id/or;.tec-orded- - -.: ~. . .; -,.., ,,.:. -..

Failuxe to establish a;d maintain procedures to.control
product that dpes bat confom to specified requ~rements.

addressing the identification docmentatl?n~
evaluation~

segregation and disposition of nonconforming product
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including a determination of the need for an investigation
and notification of the pezsons or organizations responsible
for the nonconformance, and documenting the evaluation and
any inve &i ation, as requir_e-d.bv- ~-l-

V%ts or’ “ ~=’:;;:;r=se’example, 1S
for commercial distribution having-u?~.rnet the finished
device testing requirements. The ! lots found to be’ out
of ~..qcificzion;a~~-e~ased for comme-~ial distribution
are f ~ These sarne~ ~ocs were also
found to’h;;;-~een h~a~-~rocessed above the specified
parameters identified in the device master record.

6- Failtire to establish and maintain procedures for
implementing corrective and preventive action including
requirements for investigating the cause of ncmconfo-ties
relating to product, processes, and the quality systsm a_s_
required by 21 CFR sZO.100(a) (1)= For example, the
lots of noncon orminq devices .~ele ed to commercial ‘
distribution

!/

—. - -
!% ere noted to have been

heat proceese above the specified parameters identified in
the device master record and were not investigated.

This letter is not intended to be an all-inclusive list of -
deficiencies at your facility. It is your responsibility to
ensure adherence to each requirement of the Act and regulations.
The specific violations noted in this letter and in the form
FDA 483 issued at the closeout of the inspection may be
symptomatic of serious underlying problems in your firm’s
manufacturing and quality assurance systems. YOU are responsible
for investigating and determining the causes of the violations
identified by the Food and Drug ‘Administration. If the causes
are determined to be systems problems, you must promptly initiate
permanent corrective actions.

Federal agencies are advised of the issuance of all Warning
LetCers about devices so that they may take this information into
account when considering the award of contracts.

Given the serious nature of these violations of the Act, all
devices manufactured by Paramount Surgimed, Ltd., at A-106, Rico
Industrial Area Ph-1, Bhiwadi Rapsthan, India or Plot No- li
11.s-c., Okhla Main Road, Okhla Phase-II, New Delhi-110 020, India
may be detained without physical examination upon entry Into the
United States (U.S.) until these violations are corrected.

In order to remove the devices from detention, it will be “
necessary for you to provide a written response to the charges in
this warning Letter for our review where we have judged your
response as less than adequate or no response was included. Note
that item nwribers 3 through 6 in the Warning Letter cite iSSUPS
regarding leak testing which were not mentioned on the FDA 483.
After we notify you that the response is adequate, a
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re-inspection will be rewired
to verify that your corrective

actions have been implemented-
As soon as the inspection has

taken place, and the implementation of your corrections has been

verified, your products may
resume ent~ into this cowt~.

Please notify this office in writing of the specif+c steps YOU

have taken to correct the noted violations,
includ~ng an

explanation of each step being taken
to Jdentify and make

correcti~ns to any underly~ng system problems
necessa~ to

assure that similar violation? w~ll not recur.
Please inc’-~~a

any and all documentation to show that ade~a~e
correction nas

been achieved- In the case of future cor~~ctlong’ a~o~stimate
date of completion, and documentation show~ng plans . lett
correction, should be included with your response to this

d

er.
—

If documentation is not in English, please provide an”English

translation to facil-~tate our review.

Your response should be sent tO
the Food and Dflg Administration,

Center for, Devices and Radiological
H’ealth, Office of Compliance,. Branch,

Di~i~ion of ~nforcement’~J General ‘urgeW ‘ev~~e~he attention of
2098 Gaither Road/ Rockville, Ma~land 20850, .

Carol Shirk-

Sincerely yours,

Larq D- Spears
Acting Director
Office of Compliance
Center for Devices and

Radiological Health

.


